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510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CER §807.92(c).

The assigned 5 10O(k) number is: CNO4 9

1. Submitter:
Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,

518057, P.R. China

Tel: ±86 755 8188 5658

Fax: +86 755 2658 2680

Contact Person:

Wu zicui

Shenzhen Mindray Blo-medical Electronics Co., LTD

Mindray Building, Keji 12thRoad South, Hi-tech Industrial Park,

Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: January 3lth, 2012

2. Device Name:
DC-T6 Diagnostic Ultrasound System

,Classification
Regulatory Class: 11
Review Category: Tier 11
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (IYN)
21 CER 892.1560 Ultrasonic Pulsed Echo Imaging System (IYO)
21 CER 892.1570 Diagnostic Ultrasound Transducer (ITX)

3. Device Description:
DC-T6 Diagnostic Ultrasound System is a general purpose, portable/mobile,
software controlled, ultrasound diagnostic system. Its function is to acquire and

display ultrasound images in B-Mode, M-Mode, PW-Mode, CW mode, Color-Mode,



Color M-Mode, Power/Dirpower Mode, TDI mode, 3D/4D or the combined mode

(i.e. 13/M-Mode).This system is a Track 3 device that employs an array of probes

that include linear array, convex array and phased array with a frequency range of

approximately 2.5 MI-z to 10.0 MHz.

4. Intended Use:
The DC-T6 Diagnostic Ultrasound System is applicable for adults, pregnant women,

pediatric patients and neonates. It is intended for use in fetal, abdominal, pediatric, small

organ(breast, thyroid, testes), neonatal cephalic, adult cephalic, trans-rectal, trans-vaginal,
musculo-skeletal(conventional, superficial), cardiac(adult, pediatric), peripheral vessel,
urology and intraoperative (abdominal, thoracic, vascular) exams.

5. Cornparison with Predicate Device:
DC-T6 Diagnostic Ultrasound System is already cleared under premarket notification

number KI 10 199. The new feature is comparable with and substantially equivalent to the

Mindray DC-7/ M7/ DC-S Diagnostic Ultrasound System that are already cleared under

premarket notification number K1 03583/K 103677/ K 113647 and Philips iU22 Diagnostic

Ultraound System under premarket notification number K093563. They have the same

technological characteristics, are comparable in key safety and effectiveness features, and

have the same intended uses and basic operating modes as the predicate device.

6. Non-clinical Tests:
DC-T6 Diagniostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and

mechanical safety, and has been found to conform with applicable medical safety

standards. This device has been designed to meet the following standards: UD 2, UD 3,

lEG 6060 1-1, IEC 6060 1-1-l1, lEG 60601-1-2, IEC 60601-1-4, lEG 60601-2-37, UL

60601-I, 1S014971 and lEG 62304.

Conclusion:
Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,

development and quality process of the manufacturer confirms with 21 CFR 820, ISO

9001 and ISO 13485 quality systems. The device conforms to applicable medical device

safety standards. Therefore, the DC-T6 Diagnostic Ultrasound System is substantially

equivalent with respect to safety and effectiveness to devices currently cleared for

market.
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*DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service-#14-Food and Drug Administration

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

%a Mr. Jeff D. RongeroAP 1922
Senior Project Engineer
Underwriters Laboratories, LLC
12 Laboratory Drive
RESEARCH TRIANBLE PARK NC 27709

Re: K120699
Trade/Device Name: The DC-T6 Diagnostic Ultrasound System
Regulation Numnber: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed Doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: April 5, 2012
Received: April 12, 2012

Dear Mr. Rongero:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determfination of substantial equivalence applies to the following transducers intended for

use with the DC-T6 Diagnostic Ultrasound Systemi, as described in your premarket notification:

Transducer Model Number

3C5A Ll 1-4 P7-3

C5-2 L12-4 L14-6N

6C2 7L5 CB1O04

V10-4 L14-6 7LT4

V I 0-4B P4-2 CW5s

L7-3 2P2
7L4A 4CD4



If your device is cla ssified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRH-Offices/ucml I 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CRI-Is Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jeffrey Ballyns at
(301) 796-6105.

Sincerely Y 'urs,

A men Di or
1- vision of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health



Indications for Use

510(k) Number (if known):

Device Name: The DC-T6 Diagnostic Ultrasound System

Indications for Use:

The DC-T6 Diagnostic Ultrasound System is applicable for adults,
pregnant women, pediatric patients and neonates.. It is intended for
use in fetal, abdominal, pediatric, small organ (breast, thyroid,
testes), neonatal cephalic, adult cephalic, trans-rectal,
trans-vaginal, musculo-skeletal (conventional, superficial), cardiac
(ad ult, pediatric), peripheral vessel, urology and intraoperative
(abdominal, thoracic, vascular) exams.

Prescription Use X AND/OR Over - The - Counter Use-_
(21 CFR Part 801 Subpart D) (21 CFR Part 807 Subpart

C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER

PAGE IF NEEDED)

C urrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Ofic aigne Deime Evam aon and afty



Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: P4-2

5lOQ0() Number(s) ___________

Mode of Operation

Clinical Application B M PW CWD Color Amplitude Combined other (specify)
___________________Doppler Doppler (specify)

Ophthalmic ________

Fetal ___________

Abdominal P P P P P P P Note 1, 2,4,5,6,7

lntraoperative (specily)*

Intraoperative (Neur)

Laparoscopic

Pediatric P P P P P P P Note 1, 2,4,5,6,7

Small orgars(specify)"_____________

Neonatal Cephalic I_______

Adult Cephalic P P P P P P P Note 1, 2,4,5,6,7

rans- rectal

Trans- vaginal ________

Trat's- urethral

Tris-esoph.(non-Card.) __ ____

Musculo-skeletal Superficial

Intravascular

Cardiac Adult P P P P P P P Note 1, 2,4,5,6,7

Cardiac Pediatric .P P P I P P P P Note 1, 2,4,5,6,7

Intravascular (Cardiac) ___

Trans-esoph. (Cardiac)

Intra-Cardiac

Peripheral Vascular

Other(specify)*
N=niew indication; P--previously cleared by FDA; E~added under Appendix E

Additional comments:Combined modes: B+M, PW±B, Color + B, Power + B, PW +Color+ B, Power±+ PW +B.

*Intraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

***Other use includes Urology.

Note 1: Tissue Harmonic Imaging, The featuire does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

NoteT Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

Office n VI DiagnoticDevce Evaluation and Saflety

__ __10K-__ __ 081



Diagnostic Ultrasound Indications for Use Form
System Transducer )(

Model: L14-6

5 10(k) Number(s) __________

Mode of Operation ___ _______

Clinical ApiaonB M PD C Color Amplitude Combined Other (specify)
Appicaio M WD WD Doppler Doppler (specify)

Ophthalmic ________

Fetal

Abdominal P P P P P P Note 1,2,4,6,7

lntraoperative (specify)*

lntraoperative (Neuro)

LaparoscopicI

Pediatric P P P _ _ P P P Note 1,2,4,6,7

Small organmspecify)** P P P P P P Note L,2, 4,6,7

Neonatal Cephalic P P P P P P Note 1,2,4,6,7

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph (non-Curd.)

_________ P P IP P P P Notel1,2, 4,6,7

Musculo-skeletal Superficial P P P ____ P P P Note 1,2,4,6,7

Intravascular-

Cardiac Adult

Cardiac Pediatric _________

Intravascular (Cardiac)

Trans-esoph. (Card iac)

Intra-Cardiac _ ____

Peripheral Vascular P P P P P Note 1,2, 4,6,7

Other (specify)**

Nnew indication; P-previously cleared by FDA; E=added under Appendix E

Additional comments:Com~bined modes: B±M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*lntmoperative includes abdominal, thoracic, and vascular etc.

*Small organ-breast, thyroid, testes, etc.
***Oth.er use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: SmartjD

Note 3:4D(Real-time 3D)

Note 4: iScape

NoteS: TDJ

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TMS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CER 801.109)

Pof In \~q ia9 cDevice Evalaton and Safety

81OK O 81



Diagnostic Ultrasound Indications for Use Form
System xTransducer

Model: DC-T6

5 10(k) Numnber(s) _______________

Mode of Operation _______

Clinical Application B M PVT CWD Color Amplitude Combined other (specify)
______________________I IDoppler Doppler (specify) ________

Ophthalmic _______

Fetal P P P P P P Notel,2, 3, 4,6,7

Abdominal P P p p p P P jNotel,2, 3,4,5,6,7

lntroperative (specify)- N N N ____ N N N Note 1,2,4,6,7

Intruoperative (Neuro) _______

Laparoscopic

Pediatric P P P P P P p Note 1, 2, 4,5,6,7

Small organ(specify)** P P p ___ P P P Notel, 2, 4,6,7

Neonatal Cephalic P P P P P P P -Notel, 2,4,5,6,7

Adult Cephalic P P P P P P P Note1, 2, 4,5,6,7

Truns-rectal P P P P P I P Note 1,2,4,6,7

Trans-vaginal P P P P P P INote I1,2,4,6,7

rans- urethral

Trans-esoph.(non-Card.) _______

*VLSUOSccIP P P P P P Note 1,2,4,6,7

Musuo-kletal Superficial P P P P P P Note 1,2,4,6,7

Intravascular ________

Cardiac Adult P P P P P_ P P No7te 1,2,5,6,7

Cardiac Pediatric P P P P P P P Note 1,2,5,6,7

Intravascular (Cardiac) ____ ___________

Trarvs-esoph.(Cardiac) ___ ___ ____ _____

Intra- Card iac _______

Peripheral Vascular P ote I1,2,4,6,7

Other (specify)- PT P P P P P Note 1,2,4,6,7

N~new indication; P-previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW ±B3.

lIntraoperative includes abdominal, thoracic, and vascular etc.
**Small organ-breast, thyroid, testes, etc.

f**Other use includes Urology.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape
NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation(ODE)

Prescr tion USE cr 21 CFR 801.109)

(Division Sign-off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Saftr 08-
51 OK )lG~



Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: 3CSA

51 G(k) Number(s) _____ _______

Mode of Operation _____________

Clinical Application B M W CI Color Amplitude Combined Other (specify)
DopplerDoppler (specify) _______

Ophthalmic

Fetal P P P P P P Note 1, 2, 4,6,7

Abdomninal P P P P P P Note 1, 2, 4,6,7

Intraoperative (specify)-_______

Introperutive (Neuro) _______

Lap arosco pic ________

Pediatric

Small organ(specify)* ______

Neonatal Cephalic

Adult Cephalic

T run-etal _____

frns-vaginal

rans-uredhral

Trans-esoph.(io n-Card.)

Musculo-skeletal Superficial ________

Intravascular

Cardiac Adult _______

Cardiac Pediatric _ _____

Intravascular (Cardiac) _________

Tmns-esoph.(Cardiac)

Intra-Cardiac- - - - --

Peripheral Vascular P P PP P Notel1 24,6,7

O se (secify)*** ____

N-ev indication; W-previously cleared by FDA; E~added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +iColor+ B, Power + PW +B.

*Lntraopenative includes abdominal, thoracic, and vascular etc.
**Small organ-breast, thyroid, testes, etc.

-**Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D
Note 3:4D(Real-time 3D)

-Note 4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Preseri tionUSE (Per 21 CER 801.109)

Office of ikro Diagnoici ce Ewvation and Safiety

610K



Diagnostic Ultrasound Indications for Use Form

System Transducer x

Model C5-2

5 10(k) Number(s) ______________

Mode of'Operation _______

Clinical Application BT M P'D CWD Color Amplitude Combined Other (specify)
___________________Doppler Doppler (specify)

OphthalmicI

Fetl P P P P P P Note 1, 2, 4,637

Abdominal P P P P P P Note 1, 2, 4,63

lntropcrative (specify)* ___ _______

lntraoperative (Neurno) ______

LaparoscopicI

Pediatric

Small orga(specify)" _______

Neonatal Cephalic

Adult Cephalic ________

Trans- rectal

Trans-vaginal
Trans- urethral

Trans-csoph.(non-Card.) __ ____

Mucloseletal SuperficialI

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac) -

Intra-Cardiac

Peripheral Vascular P P P P P P Note L, 2,46,7

Othe (pcfy)***- - ____ _____

N=new indication; P--previously cleared by FDA; E~added under Appendix E

Additional cbmmenls:Combined modes: B+M, PW+IB, Color + B, Power + B, PW +Color+ B, Power + PW +B,

*Lntraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.

Note I: Tissue H-armnonic Imaging. The feature does not use contrast agents,

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW IlHIS LINE-CONTINUE ON ANOTH ER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Pre ri ption USE (Per 21 CFR 801.109)

of n Vito Diagnos. Device Evaluaton and Safety

510K 008-4



Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: 6C2

510(k) Numberfs) ___________

Mode of Operation ___ _______

Clinical ApiaonColor Amplitude Combined ~te sei'
ApiainB M PWD CWD Doppler Doppler (specify) Other (specify)

Ophthalmic

Fetal

Abdominal P P P P P P Note 1, 2,4,6,7
Intraoperative (specify)-

Introperative (Neuro) ______________

Laparoscopic

Pediatric . P P P P P P Note 1, 2, 4,6,7

Small organ(specify) _____ ________

Neonatal Cephalic P P P P P P Note 1, 2, 4,6,7

Adult Cephalic
Tani- rectal

Trans-vaginal

Trans-urethrai

Trars-esoph.(non-Card.) ___ _______ ___________

Musulo-skeletal Superficial ___ _______

Intravascular ________

Cardiac Adult P P P P P P Note 1, 2, 4,6,7

Cardiac Pediatric P P P P P P Note 1, 2, 4,6,3

Intravascular (Cardiac) ___ ___________

Trans-esoph.(Cardiac) ______________________

Intra- Card iac ________

Peripheral Vascular P P IP I P P P Note 1, 2,4,6,7

N=niew indication; P--previously cleared by FDA; E=added under Appendix E

Additional comments:Conibined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +8.

HIntraoperative incluodes abdom inal, thoracic, and vascular etc.

"Sniall organ-breast, thyroid, testes, etc.

**Other use includes Urology.

Note I:- Tissue Harmonic Imaging. The feature does not use conrasrut agents.

Note 2: Smart3D

Note 3:4D( Real-time 3D)
Note 4: iScape

Notes: TDl
Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE) -

Prescription USE (Per 21 CER 80 1. 109)

Offics itro Diagnostic Devtce Evaluation and Safety

SIO ___________01-



Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: V10-4
5 10(k) Number(s) ______________

Mode of Operation ____

Clinical Application B M PW W Color Amplitude Combined Other (specify)
___________________ _____Doppler Doppler (specify) ______

Ophthalmic

Fetal P P P P P P Note1, 2, 4,6,7

Abdominal

lntraoperative (specify)-____ _______

lntraopierative (Neuro)

Laparoseopic

Pediatric ________

Small orgar(speciflf _________ _______

Neonatal Cephalic

Adult Cephalic

Trams-rectal P P P P P P Note 1, 2, 4,6,7

Trans-vaginal P P P P P P Note 1, 2, 4,6,7

Trans-urethral ________

Trans-esoph.i(non-Card.)

Musculo-keetal Superficial

Intravascular-

Cardiac Adult

Cardiac Pediatric _______

Intravascular (Cardiac) ________

Tans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)*** P P P P P P Note 1, 2, 4,6,7

N-rnew, indication; P-previously cleared by FDA; Eadded wider Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intrnoperative includes abdominal, thonacic, and vascular etc.

**mall organ-breast, thyroid, testes, etc.
**Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents+

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape,

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation(ODE)

Pir scription USE (Per 21 CFR 801.109)

Off"c Vitro Diagnocs Device Evaluaton and Safety

61DDK



Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: V10-4B

5 10(k) Numnber(s) ______________

Mode of Operation ___ _______

Clinical Aplcto M PW VD Color Amplitude Combined Otherspecif)
AppicaionPWD CWD Doppler Doppler (specify)

Ohthalm~ic _______

Fetul P P P P P P Pote 1, 2, 4,6,7

Abdominal

lntraoperative (specify)*

lntraoperative (Neuro)
Laparoscopic

Pediatric

Small organ(specif')"

Neonatal Cephalic

Adult Cephalic

Trans-rectal P P P P P P Note 1, 2, 4,6,7

Trans-vaginal P P P P P P Note 1, 2, 4,6,7

Trans-urethiral

Trans-esoph (non-Card.)
,,JMuif e&ucA

Musulo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Tmns-esoph.(Cardiac)

Intra-Cardiac _______

Peripheral Vascular

flier (specify)*** P P E P P P P Note 1, 2, 46,7

N-rnew indication; P-previously cleared by FDA Eaddwer Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color± B, Power + PW +B.

*lntrioperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

***Otdier use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(RcaJ-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M
Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORII, Office of' Device Evaluation(ODE)

Pres ription USE (Per 21 CFR 801.109)

office of in VitrmojDagnostic Devic Eveiluaton and safty

610K 008-7



Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: L7-3
5 10(k) Number(s) ______________

Mode of Operation

Clinical ApiainM PD C Color Amplitude Combined Ote(sciy
Applicatio Doppler Doppler (specify) _______

Ophthalmic

Fetal*

Abdominal P P P _ _ P P P Note 1,2,4,6,7

lntraoperutive (specify)-

lntroperative (Neuro)

Laparoscopic ___ ___________

Pediatric P P P P P P Note 1,2,4,6,7

Small organ(specify)** P P P P P P Note 1,2,4,6,7

Neonatal Cephalic
Adult Cephalic

Trans- rectal

Trans- vaginal

Trans- urethral

Tmns-esoph.(non-Card.)

Mucuo-keetal Superficial ___ ____

Intravascular

Cardiac Adult _______

Cardiac Pediatric ________

Intravascular (Cardiac) ___ _______

rans-esoph.(Cardiac)

Intra- Card iac

Peripheral Vascular P P P P P P Note 1,2,4,6,7

Other ~1 (seirP____________

N~tew indication; Ppreviousl clae )yFA; Eadded under Appendix E

Additional comments:Combined modes: B+M, PW±B, Color + B, Power + B, PW +IColor+ B, Power+ PW ±B.

*Intruoperative includes abdominal, thoracic, and vascular etc.

*Small organ-breast, thyroid, testes, etc.

***Other use includes Urology.

Note t: Tissue Harmonic Imaging. The feature does, not use contrast agents.

Note 2: Smart3l)

Note 3:4D(Reol-time 3D)

Note 4: iScape

Note5: TDI

Note&: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

Of111, lo In Diagnostt Devtce Evaluaton mid Saty



Diagnostic Ultrasound Indications for Use Form

System Transducer )(

Model: 7L,4A

5 10(k) Number(s) ______________

Mode of Operation ___ _______

Clinical Application BoMor Amplitude Combined

BT W W Dop Ipier Doppler (specify) Other (specify)

Ophthalmic ________

Fetal ________

Abdominal P P P P P P Note 1,2,4,6,7

lntraoperative (specify*____ ________

lntraoperative (Neuro)

Laparoscopic ._____I__

Pediatric P P P P P P Note 1,2,4,6,7

Small organspecify)" P IP P P P P Note 1,2, 4,6,7

Neonatal Cephalic P P P P P P Note 1,2, 4,6,7

Adult Cephalic

Trans-rectal _ _ _ _

I'as-vaginal d___ ____

Truns- urethral ________

rrans-esoph.(non-Card.)
LVPlUUS~~d P P P P P Note 1,2,4,6,7

Musculo-skeletal Superficial P P P P P P Note 1,2, 4,6,7

Intravascular

Cardiac Adult

Cardiac PediatricI
Intravascular (Cardiac)

frans-esoph.(Cardiac)

Intra-Cardiac:

Peripheral Vascular P P P P P P Note 1,2, 4,6,7

Other (specify** ' E

N-rnew indication; P-previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B±M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B&

*Infraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

-*Other use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart03

Note 3:4D(ReaJ-time 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUJE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

4fficeof In Vitro Dia stic D Eve Ivtao n Safety



Diagnostic Ultrasound Indications for Use Form

System Transducer )<

Model: L 1-

5 10(k) Number(s) _______________

Mode of Operation
Clinical A pi ai nB M P D C Color Amplitde Combined Other(specif')

Applcatin B PWD CWD DopplerDoppler (specify)

Ophthalmic ________

Fetal

Abdominal P P P P P P Note 1,2, 4,6,7

lntraoperative (specify)-

lntraoperaftive (Neuro)

LaparoscopicI

Pediatric P IP P P P P Note 1,24,6,7

Small organ(specif)" P P P P P P INote 1,2, 4,6,7

Neonatal Cephal ic P P P ____ P P P Note 1,2, 4,6,7

Adult Cephalic

Truns-rectal

Traes- vaginail

Trans-urethral

rans-esoph.(non-Card.)
A~U.IfKILIP P P P P P Notel1,2,4,6,7

Musculo-skeletai Superficial P IP P P P P Note 1,2,4,6,7

IntravascularI

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac) ____ ___________

Trans-esoph.(Cardiac) __ ___

Intra-Cardiac

Peripheral vascular P P PP P P Note 1,2, 4,6,7

Other (seiP)* - 4 E_____ _________

N-rnew indication; P-previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW 4-B+

*Intaoperative includes abdominal, thoracic, and vascular etc.

* Small organ-breast. thyroid, testes, etc.
***ther~ use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Snmart~fl

Note 3:4D)(Real-time 3D)
Note 4: iScape

Note5: TDI

Notes: Color M.

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TIlS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRLI, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CER 801.109)

Ofte o In Vito Diagnostic a Evaluation and Safety



Diagnostic Ultrasound Indications for Use Form

System ____Transducer x

Model: L12-4

5 10(k) Numnber(s) ______________

Mode of Operation
ClnialApliatonB M PWD CWiD Color Amplitude Combined Othe (specify)

ClincalAppicaionDoppler Doppler (specfy)

Ophthalmic

Fetal

Abdomninal P P P P P P Note 1,2,4,6,7

lntraoporative (specfy)-

Intracoperative (Neuro) _ __

LaparoscopicI
Pediatric P P P P P P Note 1,2,4,6,7

Small organ(specify)** P P P P P P Note 1,2,4,6,7

Neonatal Cephalic P P P P P P Note 1,2,4,6,7

Adult Cephalic _____________

Tranis- rectal

Trans- vaginal

Trans- urethral

Trana-esoph.(non-Card.)I
Lv~utWuV-sAcic1pl

P P P P P P Note 1,2,4,6,7

Musculo-skeletal Superficial P P P P P P Note 1,2, 4,6,7_

fIntravascularu_______

Cardiac Adult _______

Cardiac Pediatric ________

Intravascular (Cardiac) ___ ____

Trars-esoph. (Card iac) _____________

Iowra-Cardiac

Peripheral Vascular. P P P P Note 1,2, 4,6,7

Other (specify-**

N~new indication; P'-'previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW±B, Color + B, Power + B, PW +Color+ B, Power + PW 4-B,

*intaoperative includes abdominal, thoracic, and vascular etc.

*Small organ-breatst, thyroid, testes, etc.

**Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-tirne 3D)
Note 4: iSdape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONIfNUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORHI, Office of Device Evaluation(ODE)

Aescription USE (Per 21 CFR 801.109)

Ofw In Vitro Diagnostic Device Evaluation andl Safety
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Diagnostic Ultrasound Indications for Use Form
System Transducer X-

Model: XL5

5 10(k) Number(s) ______________

Mode of Operation

Clinical Application M Color Amplitude Combined he(sci)
B M PWD________ Dopp ler Doppler ,p5B2fiL Ote(sciy

Ophthalmic

Fetal

Abdominal P P P _ _ P P P Note 1,2,4,6,7

lntraoiperative (specify)*

lntraoiperative (Neuro)

Laparoiscopic

Pediatric P P P ____ P P P Note L,2, 4,6,7

Small organ(specify)** P P P P. P P Note 1,2, 4,6,7

Neonatal Cephalic P P P P P P Note L,2, 4,6,7

Adult Cephalic

Trans- rectal

Trans-vaginal

Trans- urethral

rians-esoph.(non-Card.)

vuuj-&lLIP P P P P P* Note L,2, 4,6,7

Musculo-skeletal Superficial P P P P P P Note 1,2,4,6,7

Intravascular ________

Cardiac Adult _______

Cardiac Pediatric ______

Intravascular (Cardiac) _____________

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular P P PI P I P Note 1,2,4,6,7

Other (specify)**

N,,ew indication; P--previously cleared by FDA; E'~added under Appendix E

Additional comments:Combined modes: B±M, PW+B, Color + B, Power + B, PW +Color+ B, Power +' PW +B.

*lntraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

**-Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M

Notel: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Pr cription USE (Per 21 CER801.109)

in of ny o Dig tic De ice Evajuaton nd afetay0 2 2
510K



Diagnostic Ultrasound Indications for Use Form
System ___ , Transducer

Model: 2P2

510(k) Number(s) ______________

Mode of Operation

Clinical Application B M PV CWD Color Amplitude Combined Other (specify)
________________I Doppler Doppler (specify)*

Ohthalmic

Fetal

Abdominal P P P P P P P Note 1, 2,4,5,6,7

Intruoperutive (specify)-

Iritraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P P Note 1, 2,4,5,6,7

Small orgain(specify)" ___________ ______

Neonatal Cephalic ____ ___________

Adult Cephalic P P P P P P P Note 1, 2,4,5,6,7
Truns-rectal _____

Truns-vaginal _ _ ___

Trans- urethral ___ _____

Trans-escph.(non-Card.) _____________

Musculo-skeletal Superficial ___ ___________

Intravascular

Cardiac Adult P P P P P P I P Note 1, 2A4,5,6,7

Cardiac Pediatric P P P P P P P INote 1, 2,4,5,6,7

Intravascular (Cardiac)

Trans-esoph. (Card iac)

Intra-Cardiac

Peripheral Vascular

Other (specify)**__ ________

N=new indication; P-previously cleared by FDA; E--added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color±+ B, Power-i- B, PW +-Color+ B, Power + PW +B.

- lntraoperutive includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(Real-time 3D)
Note 4: iScape

Note5: TDI

Note6: Color M
Note?: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Pr cription USE (Per 21 CFR 801.109)-

011cc In Diagnostic ce Evaluation arid Safety
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Diagnostic Ultrasound Indications for Use Form
System Transducer X
Model: 4CID4

51 0(k) Number(s) ______________

Mode of Operation

Clinical Application B M PWD CWD Color Amplitude Combined Other (specify)
Doppler Doppler (specify)

Ophthalmic ________

Fetal p p P P __ P P P Notel,2, 3, 4,6

Abdominal P P P P P P Notel,2, 3, 4,6

lntroperative (specify)-

Intraoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)"

Neonatal Cephalic

Adult Cephalic

Trans- rectal

Trans-vaginal _ ____

Trans- urethral
Tans-esoph.(non-Card.)
masu :ucuL

uuo-skeletal Superficial

Intravascular ________

Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)

rans-esoph.(Cardiac)
Intra-Cardiac

Peripheral Vascular

N-new indication; P~previously cleared by FDA; Eadded under Appendix E

Additional comments:Cpmbined modes: B4-M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +IB.

-Intraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

**Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Srnat3D

Note 3:4D(Real-time 3D)

Note 4: iScape
NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Division I Radiol ical Devices
ot In I0 DigaVO Evaluation andtSaetY

610K D Di



Diagnostic Ultrasound Indications for Use Form

System Transducer x
Model: P7-3
5 10(k) Number(s) ______________

Mode of Operation
Clinical Application B M PW W Color Amplitude Combined Other (specf)

I Doppler Doppler (specify) _______

Ophthalmic _________

Fetal

Abdominal N N N N N N N . Notel,2, 5,6

lntraoperative (specify)*

lntoperattive (Neuro)

LaparoseopicI

Pediatric N N N N N N N Note L2, 5,6

Small organ(specify)"
Neonatal Cephalic N N N N N N N Notel1,2, 5,6

Adult Cephalic N N N. N N N N Notel1,2, 5,6

ras-rectal _ _ _ _

Trans-vaginal ________

Trans- urethral

Trans-esoph.(non-Card.)I

Musculo-skletal SuperficialI

Intravascular

Cardiac Adult N N N N N N N Notel,2, 5,6

Cardiac Pediatric N N N N N N N Note 1,2, 5,6

Intravascular (Cardiac) ______

rans'esoph.(Cardiac) ____________

Intra- Card iac _ _____

Peripheral Vascular___ ____ ____

other (specify)*

N-new indication; P-previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B±M, PW+B, Color±+ B, Power + B, PW +Color+ B, Power-i- PW ±B.

*Intaoperative includes abdominal, thoracic, and vascular etc.

"Small organ-breast, thyroid, testes, etc.

*-Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smar-63

Note 3:40)(Real-time 3D3)

Note 4: iScape
Note: TDI

- Note6: Color M

Note?: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINIUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

ptiortUSE (Per 21 CFR 801.109)

Office o In V Diagnostic - Eveiuatoln and Saf-ety
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Diagnostic Ultrasound Indications for Use Form
System ___ Transducer x

Model: L 14-6N

510(k) Numnber(s)

Mode of Operation ___ _______

Clinical Application B M r&WD CW Color Amplitude Combined Othe (specify)
Dpl~er Doppler (specify) _______

Ophthalmic

Fetal

Abdominal ________

Intraoperative (specif)*

lntroperative (Neuro) _______

LaparoscopicI

Pediatric N N N N N N Notel,2, 4,6,7

Small organ(specify)' N N N N N N Notel,2, 4,6,7

Neonatal Cephalic

Adult Cephalic

Trans- rectal ___________

raisvaginal

Trans-urethral

Trans-esoph.(non-Card.)I

N N N N I N Nte 47

Musulo-skelendl Superficial N N N N N N Notel,2, 4,6,7

Intravascular 
NIE

Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)

ns-esoph.(Cardiac)-

Intra-Cardiac

Peripheral Vascular N N E N N N Note 1,2, 4,6,7

N-rnew indication; Ppreviously cleared by FDA; E-added under Appendix E

Additional cornments:Combined modes: B+M, PW-IB, Color+ B, Power + B, PW +Color+ B, Power + PW +B3.

-Intraoperative includes abdominal, thoracic, and vascular etc.-

**Small organ-breast, thyroid, testes, etc.
*--Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3fl

Note 3:4D(Real-time 3D)

Note 4: iScape
NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaiuation(ODE)

escription USE (Per 21 CER 80 1. 109)

off so InVito Dnyfos o c ,e'aut adSit(-10% 0118-lB



Diagnostic Ultrasound Indications for Use Form
System Transducer X
Model: CBIO-4

510(k) Number(s) __________

Mode of Operation ___ _______

Clinical Application Color Amplitude Combined
B M PWD CWD DplrDplr(ecf) Other (specify)

Ophthalmic _______

Fetal

Abdominal

Intruoperaive (specify)* ________________

lntraoperative (Neuro) ___ _______

Laparoscopic I________

Pediatric

Small organuspecify)-*____________

Neonatal Cephalic _______

Adult Cephalic ___________

Trans-re~ctal N N N N N N Note 1, 2, 4,6,7

Traps-vaginal

Truns-urethral

ns-esoph.(non-Card.)

Mucloseetal Superficial

lntravscijlar

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

rmns-esoph.(Cardiac)

Intra- Card jac _______

Peripheral Vascular_______

Other (s ecifv)* :N d N :N N N N Note 1, 2,4,6,71

Nnew indication; P=previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +tColor+ B, Power + PW +B.

lIntraoperative includes abdominal, thoracic, and vascular etc.

"Small organ-breast, thyroid, testes, etc.

"'-Other use includes Urology.

Note I: Tissue Harmonic imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

- Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW ThIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Pr ription USE (Per 21 CFR 801.109)

Diision ofi lo ie cal Devices dSl
Offic of n tsDiegos e Evaluation and Safety



Diagnostic Ultrasound Indications for Use Form
System Transducer x.
Model: 7LT4

5 10(k) Number(s) ____ _______

Mode of Operation ____

Clinical Application B M PW CWD Color Amplitude Combined Other (specify)
_____________________ _____ ______Doppler Doppler (sei)

Ophthalmic _ ___

Fetal

Abdominal N N N N N N Notel,2, 4,6,7

Intraopemative (specify)- N N N N N N Notel,2, 4,6,7

Intruolperative (Neuro)
LaparoscopicII

Pediatric N N N N N N Notel,2, 4,6,7

Small organ(specify)' N N N ____ N N N Notel,2, 4,6,7

Neonatal Cephalic N N N N N N Notel,2, 4,6,7

Adult Cephalic
Trans- rectal

Trans-vaginal-

Trans- urethral

rans-esoph.(no n-Card.)I

N N N N N N Notel,2,4,6,7

Museulo-skeletal Superficial N N N N N N Notel,2, 4,6,7

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra- Card iac _________

Peripheral Vascular N N N _ _ N N N Notel,2,4,6,7

Oter (specify)*-* _______

N=niew indication; P-previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: BI-M, PW-IB, Color + B, Power + B, PW +Color± B, Power + PW +B.
*Innropemtive includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

*-*Other use includes Urology.

Note 1: Tissue Harmonic imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-tinme 3D)
Note 4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TIlS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Pr ription USE (Per 21 CFR 801.109)

flnViroiagiostc DeEuation arnd Safely

510K00 -2



Diagnostic Ultrasound Indications for Use Form
System Transducer x
Model: CW~s

5 1 0(k) Number(s)

Mode of Operation

Clinical Application B M PWrD CWD Color Amplitude Combined Other (specify')
Doppler Doppler (specify)

Ophthalmic- - - - --

Fetal

Abdominal

Intraoperative (specify)-

lintratoperative (Neuro)

Laparmscopic

Pediatric N

Small organ(specify)"

Neonatal Cephalic

Adult Cephalic N
Trans-rectal

Trans-vaginal

Trans-urethral

Transesoph.(non-Card.)
vi$WU-sClcT:9tuo

Mucloseetal Superficial

Iniravascular

Cardiae Adult N ____ ___________

Cardiac Pediatric .N ________ ______

Intravascular (Cardiac) ___ ____

rans-esoph.(Cardiac) ____

Intra-Crdiac
P e rip h e ra l V a s c u la r 

_ _ _ _ _ _ _

r0ther(specifSy)"*__ 
_______

N-new indication; P--previously cleared by FDA; E=added under Appendix E

Additional comnments:Cornbined modes: B+M, PW±B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

Thtraoperative includes abdominal, thoracic, and vascular etc.

"Small organ-breast, thyroid, testes, etc.

***Other use includes Urology.

Note 1: Tissue Harmonic imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3: 4D(ReaI-time 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Pr ription USE (Per 21 CER 801.109)

)C V 0 D'agnostiC Device Evaluaion and Safety 
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